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REMARKS/APiy^TTWPi^c^ 

Claims 17-52 and new claims 53-57 are pending in this Applicatioa Hie Office Action 
mailed on June 2, 2005, includes the foUovving rejections; 

1. Claims 1 7-52 are rejected under 35 U.S.C. § 1 12 first paragrajjh. 

2. Claims 17-52 are rejected under 35 U.S.C. § 1 12 second paragraph. 
Applicant respectfiilly addresses the basis for each of the Examiner's rejections below. 

Oairn Refections - Oaims 1 7-52 are rejected under 35 U,S,C 122 first paragraph as fatting to 
comply with the enablement requirement. 

Applicant submits that the specification as file is enabled to support claims t7-52 and 
new claims 53-57 and My complies with 35 U.S.C. § 112 first paragraph. Specifically, a 
woiking example is provided in the form of a human patient that was treated in accordance with 
the present invention. The skilled artisan with recognize the rarity with which such a human 
patient is encountered that is still living. The human patient example provides in vivo support, 
enablement and a working example that supports the well-known and widely-recognized mode] 
system using ceUs in vitro. Therefore, it is simply inconceivable that not a single claim in the 
present appUcation is allowable based on the clear limitations found in the independent and Ihe 
dependent claims. For example, specific claims denote the exact caloric requirements tiiat would 
be provided to a patient based on the examples provided in the specificatioa 

In order to make a rejection nnder 35 U.S.C. § 1 12 first paragraph, the Examiner has the 
initial burden to establish a asassnaMg basis to question the enablement provided for the claimed 
invention, e.g., /„ re Wright, 999 R2d 1557, 1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993) 
states the Examiner must provide a reasonable explanation as to why the scope of protection 
provided by a claim is not adequately enabled by the disclosure. A specification that contains a 
teaching of the mamier and process of making and using an invention in temis which correspond 
in scope to those used in describing and defining the subject matter sought to be patented must 
be taken as being in compliance with the enablement requirement of 35 U.S.C. 112, first 
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P'''^'^^' a reason do.hf the r,b,>rrivr truth nf th. <.,t.n^^., cont^j,^ .H^^^ 

which must be reUed oa far enabling support No such reasonable doubt of the objective truth 
or for (hat matter, the objective examples, is supported by the mere listing of the Wands fkctori 
in the action. 

The test of enablement is not whether any experimentation is necessary, but whether, if 
experimentation is necessary, it is undue. In re Angstadt, 537 F.2d 498, 504, 190 USPQ 214, 219 
(CCPA 1 976). The present application provides inter alia both in vitro and in vivo examples and 
given the scope of the disclosure, IF any experimentation would be necessary such 
experimentation would clearly not be undue. Furthennore, a detailed procedure for making and 
using the invention may not be necessary if the description of the invention itself is sufficient to 
pennit those skUled in the art to make and use the invention. The present application provides 
more that adequate support to enable the SKILLED artisan to make and use the present 
invention. 

The Action fails to meet its initial burden to provide specific findings of feet that are 
supported by the evidence to establish a reasonable basis to question the enablement provided for 
the claimed invention, e-g., see Jn re Wright, 999 F.2d 1 557, 1 562, 27 USPQ2d 1510, 1513 (Fed. 
Cir. 1993). As listed hereinbelow, the Action's initial burden is rebutted for each and every 
reason for rejection by the foUowing listed examples of support in the present applicationr 

1) Detailed exan^les of using a seven carbon fatty acid and substituted, unsaturated or 

feSldds SSSir' ^ '^^'^'^ ^ seven-carbon 

2) ^^^^^^P^^c compounds that can be used in the present invention, e.g., seven- 

carbon fatty acid composition include n-heptanoic acid, triglyceride having an 
^^^A^u * substituted carbon fatty acid composition, 

unsaturated carbon fatty acid composition, branched seven-carbon tmy acid 
composition. 4-methylhexanoate, 4.methylhexenoate, 3-hydroxy-4- 
m^ylhexanoate; S-methylhexanoate, 5-methyhexenoate and 3-hydroxy- 5 - 
meflrylhexanoate. v'*"^^/ 
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4) Specific examples of in vitro treatments in the form of well-known, characteristics 

and generally accepted /„ vitro systems, e.g., cell culture ^xampCuS 
human cells (see e.g., [0089]). usmg 

5) ^"^^^^^J^j!^ treatments in Ihe fotm of and an fn vivo ex.n,p l. »f 

treating a hvmg infant (see e.g., [0089]). 

6) Dosage ranges for treatment are also provided, e.g., betweeti about 1 5 and about 40% 

ot the dajly dietary calonc requirement for the patient. 

7) Methods of administering, e.g., enteral administering. 

Below is the text ftom the application as filed that clearly supports the studies and the claims as 
filed. Briefly, cells are taken from a deceased patient and treated wiOi the present invention 
thereby aUowing the cells to survive. Next, cells fiom the deceased patient's unborn sibling 
were obtained, determined to have the same enzymatic defideacy and also treated, successfiiUy. 
using the present invention. It is not clear what other, scientifically vaUd examples, the Office 
wishes the Applicant to piesent Qearly, the seven carbon fatty add was able to overcome the 
genetic defidency in these cdls. Finally, the second patient, once bom, was successfelly treated 
and discharged without meeting the fete of its sibling. 

wim a letnai lonn of traii.<(locase deficiency indicated succcssfiil oxidation, 

A.fiH«..?^f*^ . Because a sibling bad died at the age of four days from severe tranalocase 

"^^^"^ ' were examined for competency 

metabolism. The tests tevealcd that the fetns abo had severe translocase defici^S "> ia«y acid 

wore bf,A S. JiSri'TJ^.f^ ^ anmiocytEs taken from the fetus 

SiiSh^if T of n-heptanoic acid (C7) using a tandem n«ss 

r.S^r^^'?^*^ ^ ^""^ "Mummification of fo.; novel mumions 

S«TS. '^'^ palmjtoyltnmsfen.se IT (CPT H) deficiency » Mol Genet Metab SJSJ! 
i^^\^L'TSlZ'?J^''^ a« presented for palmitate k Fig. 3A and S^lToin L 
,rif:J^n - .*«^^''"«^'f « **ken from the deceased sibling, and for pahnitate in Fig 4A and 
n JSoT the^ocytes talcen from theZ«. Results of the iS^sho^ 

jS?;S5ilS ti!.*^- '® ?l ^ '"ji^P^^* °f camitine/acylcamitine Sn^locaae Z 
Z ^^^r^^S^'^fi "^"^ ^.^o^ deficiency in both cell lines. Ba.<«d on 
d^cTw^ Se ^ ^ two ceU lines having severe ttansloca.^ 

nSSSl!c??l ' speciromctiy as.say was peiformed on fibroblast cell lines taken from 
D^bvS. ^ "'''"1''' '^'^ ^heriied defects of fat oSon 2 

srt^'^v^'^c^Se'Lrrs^^^^ 

in^St^f^' '?>7«8iy««*"c» fonn of very-long-chaln acyl-CoA dehydrogenase (XtTcSS^ 
H), the mitochondnal tnfimctional protein fnUFUNCnoNyU.); long^in 
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a;^ct^t^S^e«i'?^^"S^^^^ d^hyd^genase (MCAD); short-chain 

rr.iyA\. V {^^AD), electron transfer flavoprotein OO dchydroecnaae-miJd (ETP 

forlSS??^ ^ ^^"^ '^"S- ^^-^ Fig. 7A.L for D3-C9; and Fig. SA-L 

Support for the treatment of cardiac cells, conditions and the like is provided by the data in Fig. 
5E. which b a graph depicting a tandem mass spectrometry profile for fibroblaste treated with 
D3-C7 (T-^Hj-heptanoate), which were obtamed from a child who suffered from the "cardiac" 
form of very-long-chain acyl-CoA dehydrogenase (VLCAD-C) deficiency. Again the 
AppKcants inquire what additional data the Office is requesting as the specification clearly 
supports the use of the odd-chain fatty acids to treat the "cardiac" fonn of very-tong-chain acyl- 
CoA dehydrogenase (VLCAD-C) deficiency. 

Therefore, the present application provides conqjlete support to enable the skilled artisan to make 
and use the present invention. The application provides detailed, working examples of using a 
seven cari)on fatty acid compounds, working examples of the disoiders that can be treated, how 
the compounds can be administer, what dosage ranges can be administer and supports this with 
not op^v in vitro ex^^mples but ACTUAL i. ^ *r^^ ^ aHTI I at Hyjng and hre^fhin^ 
Eito. All the information necessary to make and use the present invention is provided in either 
the application itself or the knowledge of the skiUed artisan. 

As stated by the court, "it is incumbent upon the Patent Office, whenever a rejection on 
this basis is made, to explain wAj. it doubts the truth or accuracy of any statement in a supporting 
disclosure and to back up assertions of its own with acceptable evidence or reasoning which is 
inconsistent with the contested statement Otherwise, there would be no need for the appUcant to 
go to the trouble and expense of supporting his presumptively accurate disclosure" In re 
Marzocchi, 439 F.2d 220, 224. 169 USPQ 367, 370 (CCPA 1971). Tlie Action provides mere 
conclusoty statements to support the position that the application is not enabled and as such the 
Action does not meet the standard necessary to establish a lack of enablement. The Action 
FAILS to back up the assertions with acceptable evidence or reasoning. 
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AppUcants hereby request that the Exanifner state for the record the specific 
reasons, e.g, mformation about one or more missing essential parts or retationships 
between parts that one sklUed to the art eould not develop without undue experimentation, 
that would not aflow the person of ordinary skiU to the art to make or use the present 
tovention, or withdraw the rejectiott. 

Furthemiore, it is not necessary for the application to disclose every know aspect of the 
invention. The application is not required to provide, and preferably omits, information that 
would be known to the skilled artisan, e.g., see In re Buchner, 929 R2d 660, 661, 18 USPQid 
1331, 1332 (Fed. Cir. 1991); Hybritech. Inc. v. Monoclonal Antibodies, Inc., 802 F2d 1367 
13H 231 USPQ 81, 94 (Fed. Cir. 1986), cert, denied, 480 U.S. 947 (1987); and Undemamt 
Maschinenfabrik GMBH v. American Hoist A Derrick Co., 730 F.2d 1452. 1463, 221 USPQ 
481. 489 (Fed. Cir. 1984). As the skill artisan includes PhDs, MSs, MDs, phamiadsts and 
compounders and even-chain &tty adds have been studied for many decades, the skill and 
Icnowledge in the field is high. The application need only provide the person of onlinaiy skill in 
the art to make or use the present invention, which the present application clearly meets by the 
examples listed above. Compliance with the enablement requirement of 35 U.S.C 1 12, first 
paragraph, does not turn on wheth^ an example is disclosed. However, the present appH^tion 
provides both '•working examples" of treatments to a patient and "prephetic examples." the 
present AppHcant more that adequately enables the present invention by providing detailed 
examples of the compounds, amounts of the compounds, precise ranges for the caloric 
percentages, examples of the disorder that can be treated, how the compounds can be 
admmistcred, what dosage ranges can be used and supports this with not onlv m v.v.. ...n,p i^p, 
but ACTVAL in vivo trefltmmt*. of an Am jat . ij^.^ and ht^.tt.inf, p^^^ 

It is not necessary that an applicant have actually reduced the invention to practice prior 
to fihng, e.g., see Gould v. Quigg, 822 F.2d 1074. 1078, 3 USPQ 2d 1302, 1304 (Fed. Cir. 1987) 
Yet. the present application prevides not only i^ vitro examples, but ACTUAT. w.^ 
of an ACTUAL living and h r^thing p atient 
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It IS not necessaxy for the Applicant to "enable one of oulinary skiU in the art to make and 
^se a perfected, commercially viable embodiment absent a claim limitation to that effect" 
CFm. Inc. V. Yieidup Int'l Corp., 349 F.3d 1333. 1338. 68 USPQ2d 1940, 1944 (Fed Cir 
2003). Yet again, the present application provides examples of actual tr^tm^it. nf . Hvi. , ... 
breathing patient 

Furthermore, the MPEP (e.g., MPEP § 21 64) states that even a single working example in 
the spec.ficat.on for a claimed invention is enough to preclude a rejection which states that 
notbmg «.abled since at least that embodiment would be enabled. TT.e pi«en,ce of only one 
working example should never be the sole reason for .ejecting cldms as being broader than the 
enablmg disclosure, even though it is a factor to be considered along with aU the other factors 
To make a valid rejection, one must evaluate all the ..H 

not expect to he able to .rm>polate that one examnl. .y.. .^on. nf th. h.^^, rhe 
Action feils to accomplish this requirement and the argument above clearly rebuts any initial 
shift m the burden from the Office to the Applicant. 

As such, the specification satisfies the written description requirement under 35 U S C § 
112, first paragraph. For the reasons mentioned above, the Applicant respectfiUly requests the 
Exammer withdraw the rejection under 35 U.S.C. § 112. 

^l^'^eciions^aabns27and46arerefecteciunder35 U.S.a 112 second paragrapH. 

-nie action states that claims 27 and 42 are indefinite as the claims do not recite the 
paramet^ of what an effective amount is or how relief may be measured. 

Applicant submits that the claims are not indefinite and comply with 35 U.S C § 1 12 
second paragraph. It is not necessary for the application to state specifically what the exact 
^or^ttobeadministeredtoeachandeve^ 

of the Skilled artisan. Since a statement of utility in the specification contains within it a 
connotation of how to use the present invention and the art recognizes that standa«i modes of 

282 F.2d 370, 373. 127 USPQ 216. 219 (CCPA 1960); In re Hitckin^^ 342 F.2d 80 87 
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■44USPQ«7, 643 (CCPA 1965), See also/„ „Bra«, 51 F.2d 1560, 1566, 34 USPQ2d 1437 
144. (Ped. Cir. 1993). Specifically, „ is „« n,cm^ to sp^ify ^ „ ^a^^," 

be measured as it is known to one dolled in the art and soch infom«tion can be obtained without 
undue expeAn^ttaHon. One .killed in the art, based on kno^ledje of compounds «,d 
treatment, having sinnte physiological or biologicai activity, „obId he able to discan an 
apprcpnate dosage or how reUef may be measured without undue e^erimentation, and a, such 
« s^cien. to satisfy 35 U.S.C. 1 12. The,^, AppUcan. submit, that the daim, are no. 
indefinite. 

As such, the claims ere not indefinite and comply with is U.S.C. § 112, second 
parngraph. For the reasons mentioned above, the Applicant rcspectfilly requests the Examine, 
withdraw the rejection under 35 U.S.C. § 112 second paragr^h 
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Conclusion 

Claims 17-52 and new claims 53-57 are pending in the present application. New claims 
53-57 find support throughout the application, specifically the original claims 17-52. In light of 
the remarfcs and arguments presented above, Applicant respectfuUy submits that the claims in the 
application are in condition for allowance. Favorable consideration and allowance of the 
pending claims 17-57 are therefore respectfully requested. 

If the Examiner has any questions or comments, or if further clari6cation is required, it is 
requested that the Examiner contact the undersigned at the telephone number listed below. 

Dated: April 17,2006. 



ChaIkerFlores,LLP 
2711 LBJFwy, Ste. 1036 
Dallas, TX 75234 
214.866.0001 Telephone 
214.866.0010 Facsimile 

ESF/cps 



Respectfully submitted, - 

Edwin S. Flores 
Registration No.: 38,453 
ATTORNEY FOR APPLICANT 
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